TCT-40: Efficacy of Drug Eluting Stents for Treatment of Drug-Eluting Stent In-Stent Restenosis: Korean DES ISR Multicenter Registry Study (KISS study)  by unknown
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FRXQWULHVIURP0DUFKWR2FWREHU
7KHSULPDU\HQGSRLQW LQVWHQW//DWPRQWKVPPIRU1(92DQGPPIRU
7$;86/LEHUWpUHDFKHGVWDWLVWLFDOVLJQL¿FDQFHIRUWKHQRQLQIHULRULW\DQGVXSHULRULW\K\SRWKHVLV
3 6XSHULRULW\ ZDV DOVR GHPRQVWUDWHG IRU WKH SUHGH¿QHG VXEJURXSV RI GLDEHWHV VWHQW
GLDPHWHUDQGOHVLRQOHQJWKRU!PP:KLOHQRWSRZHUHGIRUFOLQLFDOHQGSRLQWVPRQWKRXWFRPHV
VKRZHGORZHUHYHQWUDWHVIRUWKH1(92JURXSGHDWKYV3 0,YV
3 7/5YV3 0$&(YV3 1R67ZDVREVHUYHGIRU1(92
ZKLOHFDVHVRFFXUUHGLQWKH7$;86JURXS,986VKRZHGORZHUQHRLQWLPDOYROXPHIRU1(92
PPYVPP3 
&RQFOXVLRQV7KH1(92VWHQWSURYHGVXSHULRULW\WRWKH7$;86/LEHUWpVWHQWIRUWKHSULPDU\
HQGSRLQWRILQVWHQW//DWPRQWKV7KLVZDVDVVRFLDWHGZLWKDWUHQGIRUEHWWHUFOLQLFDORXWFRPHV
DQGDQDEVHQFHRI67LQWKH1(92JURXS7KH1(92VWHQWPD\RIIHUDVLJQL¿FDQWWKHUDSHXWLF
DGYDQFH PLWLJDWLQJ WKURPERVLV ULVN ZLWKRXW FRPSURPLVLQJ DQWLUHVWHQRWLF HI¿FDF\  PRQWK
RXWFRPHVZLOOEHSUHVHQWHG
7&7
(I¿FDF\RI'UXJ(OXWLQJ6WHQWVIRU7UHDWPHQWRI'UXJ(OXWLQJ6WHQW,Q6WHQW5HVWHQRVLV
.RUHDQ'(6,650XOWLFHQWHU5HJLVWU\6WXG\.,66VWXG\
<RXQJ*XN.R'R6XQ/LP-RR<RXQJ<DQJ0\HRQJ+R-HRQJ&KHRO:RRQJ<X.\XQJ
+R<XQ'RR,O.LP6HXQJ-XQJ3DUN<DQJVRR-DQJ.,66,QYHVWLJDWRUV
6HYHUDQFH&DUGLRYDVFXODU+RVSLWDO<RQVHL8QLYHUVLW\+HDOWK6\VWHP6HRXO.RUHD5HSXEOLF
RI.RUHD8QLYHUVLW\$QDP+RVSLWDO6HRXO.RUHD5HSXEOLFRI1+,&,OVDQ+RVSLWDO*R\DQJ
.RUHD5HSXEOLFRI&KRQQDP1DWLRQDO8QLYHUVLW\+RVSLWDO*ZDQJMX.RUHD5HSXEOLF
RI6HMRQJ*HQHUDO+RVSLWDO%XFKHRQ.RUHD5HSXEOLFRI:RQNZDQJ8QLYHUVLW\+RVSLWDO
,NVDQ.RUHD5HSXEOLFRI3XVDQ%DLN+RVSLWDO3XVDQ.RUHD5HSXEOLFRI$VDQ0HGLFDO
&HQWHU6HRXO.RUHD5HSXEOLFRI
%DFNJURXQG6WDQGDUGWUHDWPHQWRILQVWHQWUHVWHQRVLV,65ZKLFKRFFXUVDIWHULPSODQWDWLRQRIGUXJ
HOXWLQJVWHQWV'(6LVVWLOOQRWHVWDEOLVKHG:HLQYHVWLJDWHGFOLQLFDORXWFRPHVDIWHUWUHDWPHQWRI'(6
,65ZLWKLPSODQWDWLRQRIDQRWKHU'(6YHUVXVEDOORRQDQJLRSODVW\DORQHLQDUHWURVSHFWLYHPXOWLFHQWHU
UHJLVWU\FRKRUW
0HWKRGV7KHVWXG\FRKRUWLQFOXGHGDWRWDORISDWLHQWVPDOHVDJH\HDUVZLWK'(6
,65WUHDWHGHLWKHUZLWK'(6Q RUZLWKEDOORRQDQJLRSODVW\DORQHQ :HFRPSDUHGFOLQLFDO
RXWFRPHVEHWZHHQWKHWZRJURXSV7KHPHDQIROORZXSGXUDWLRQZDVGD\V7KHSULPDU\
HQGSRLQWZDVWKHLQFLGHQFHRIPDMRUDGYHUVHFDUGLDFHYHQWV0$&(ZKLFKLQFOXGHGDOOFDXVHGHDWK
P\RFDUGLDOLQIDUFWLRQ0,WDUJHWYHVVHOUHYDVFXODUL]DWLRQ795
5HVXOWV%DVHOLQHFOLQLFDOFKDUDFWHULVWLFZHUHVLPLODUEHWZHHQWKHWZRJURXSV+RZHYHULQWKH'(6
2
5
$
/
:('1(6'$<6(37(0%(530±30
% -$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV25$/'UXJ(OXWLQJDQG%DUH0HWDO6WHQW6WXGLHV,,
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
JURXSWKHLQLWLDO'(6ZKLFKGHYHORSHG,65KDGODUJHUGLDPHWHUYVPPS
DQGVKRUWHU OHVLRQ OHQJWKYVPPSFRPSDUHGZLWK WKH%DOORRQJURXS
7KHUHZDVQRGLIIHUHQFHLQWKH,65SDWWHUQEHWZHHQWKHWZRJURXSV7KHFXPXODWLYHVXUYLYDOIUHHRI
0$&(DW\HDUVZDVYV/RJ5DQNS 7KHULVNRIGHDWK0,RU795GLGQRW
GLIIHUEHWZHHQWKHWZRJURXSV)XUWKHUVXEJURXSDQDO\VHVVKRZHGQRGLIIHUHQFHLQFOLQLFDORXWFRPHV
EHWZHHQ&\SKHUYHUVXV7D[XVVWHQWRUEHWZHHQFRQYHQWLRQDOEDOORRQYHUVXV&XWWLQJEDOORRQIRUWKH
WUHDWPHQWRI'(6,65
&RQFOXVLRQV7KHXVHRIDGGLWLRQDO'(6ZDVPRUHHIIHFWLYHLQWKHWUHDWPHQWRI'(6,65FRPSDUHG
ZLWKEDOORRQDQJLRSODVW\DORQH+RZHYHUFKRLFHRI'(6VHHPVWREHOHVVLPSRUWDQWLQWKHWUHDWPHQW
RI'(6,65
'UXJ(OXWLQJDQG%DUH0HWDO6WHQW6WXGLHV,,
%
:HGQHVGD\6HSWHPEHUSP±SP
$EVWUDFW1RV
7&7
,QWUDYDVFXODU8OWUDVRXQG*XLGHG'UXJ(OXWLQJ6WHQW3ODFHPHQWLV$VVRFLDWHGZLWK
5HGXFHG,QFLGHQFHRI5HFXUUHQW&OLQLFDO(YHQWV'HDWKRU0,
%LPPHU&ODHVVHQ*DU\60LQW]5R[DQD0HKUDQ$NLNR0DHKDUD*LRUD:HLV](OLDV
6DQLGDV*HRUJH6\URV7KHUHVD)UDQNOLQ%RQG,UHQH$SRVWROLGRX-RVp+HQULTXHV*UHJJ
6WRQH-HIIUH\0RVHV0DUWLQ%/HRQ*HRUJH''DQJDV
&DUGLRYDVFXODU5HVHDUFK)RXQGDWLRQ1HZ<RUN1<$FDGHPLF0HGLFDO&HQWHU8QLYHUVLW\
RI$PVWHUGDP$PVWHUGDP1HWKHUODQGV
%DFNJURXQG 7KH LQFUHPHQWDO YDOXH RI LQWUDYDVFXODU XOWUDVRXQG ,986 JXLGDQFH LQ DGGLWLRQ WR
DQJLRJUDSK\LQWKHGUXJHOXWLQJVWHQWHUDLVXQNQRZQ
0HWKRGV 2YHU D WZR\HDU SHULRG  FRQVHFXWLYH SDWLHQWV XQGHUJRLQJ SHUFXWDQHRXV FRURQDU\
LQWHUYHQWLRQ3&,ZLWKDVLUROLPXVHOXWLQJVWHQW6(6ZHUHHQUROOHGLQDQ)'$DSSURYHG,'($Q
LQGHSHQGHQWFOLQLFDOHYHQWFRPPLWWHHDGMXGLFDWHGDOODGYHUVHHYHQWVGHDWKP\RFDUGLDO LQIDUFWLRQ
$5&GH¿QLWHSUREDEOHVWHQWWKURPERVLVDQGWDUJHWYHVVHOUHYDVFXODUL]DWLRQ>795@XSWRWZR\HDUV
IROORZXS,986XVHZDVGHWHUPLQHGE\WKHRSHUDWRU
5HVXOWV 7KH PHDQ DJH ZDV  \HDUV  ZHUH PHQ DQG  ZHUH GLDEHWLFV ,986 ZDV
SHUIRUPHGLQRIFDVHVQ &RPSDUHGWRSDWLHQWVZKRXQGHUZHQW,986SDWLHQWVZLWKRXW
,986 KDG VLJQL¿FDQWO\PRUH GLDEHWHVPHOOLWXVPRUH RIWHQ D SUHYLRXVP\RFDUGLDO LQIDUFWLRQ DQG
ORQJHUOHVLRQOHQJWK$W\HDUIROORZXSWKHLQFLGHQFHRIWKHFRPSRVLWHHQGSRLQWRIGHDWKP\RFDUGLDO
LQIDUFWLRQZDVLQWKH,986JXLGDQFHJURXSFRPSDUHGZLWKLQWKHQR,986JURXSS
7KHUHZHUHQRVWDWLVWLFDOO\VLJQL¿FDQWGLIIHUHQFHVLQWKHLQFLGHQFHRI795YVRU$5&
GH¿QLWHSUREDEOHVWHQWWKURPERVLVYV$IWHUPXOWLYDULDEOHDQDO\VLV,986JXLGDQFHZDV
DQLQGHSHQGHQWSUHGLFWRURIIUHHGRPRIGHDWKP\RFDUGLDOLQIDUFWLRQDWWZR\HDUV+D]DUGUDWLR>+5@
FRQ¿GHQFHLQWHUYDO>&,@S RWKHULQGHSHQGHQWSUHGLFWRUVLQFOXGHDJH+5
&,SFRQJHVWLYHKHDUWIDLOXUH+5&,SDQG
KLVWRU\RIUHQDOLPSDLUPHQW+5&,S 
&RQFOXVLRQ ,Q WKLV ODUJH UHDOZRUOG FRKRUW RI 6(6WUHDWHG SDWLHQWV ,986 JXLGDQFH ZDV DQ
LQGHSHQGHQWSUHGLFWRURIDEVHQFHRIWKHFRPSRVLWHHQGSRLQWRIGHDWKRUP\RFDUGLDOLQIDUFWLRQ
7&7
,QWUDYDVFXODU8OWUDVRXQG&RPSDULVRQRI3DWLHQWVZLWK(DUO\/DWHDQG9HU\/DWH6WHQW
7KURPERVLV$IWHU6LUROLPXV(OXWLQJ6WHQW,PSODQWDWLRQ
7HUX\RVKL.XPH.DWVXKLVD:DVHGD.HQ.R]XPD7DGDQRUL$L]DZD.D]XDNL0LWVXGR
6KXQLFKL0L\D]DNL7HWVX<DPDJXFKL7DNDDNL,VVKLNL7DNHVKL.LPXUD3HWHU-)LW]JHUDOG
<DVXKLUR+RQGD
6WDQIRUG8QLYHUVLW\6WDQIRUG&$7HLN\R8QLYHUVLW\7RN\R-DSDQ7KH&DUGLRYDVFXODU
,QVWLWXWH+RVSLWDO7RN\R-DSDQ.XUDVKLNL&HQWUDO+RVSLWDO.XUDVKLNL-DSDQ.LQNL
8QLYHUVLW\2VDNDVD\DPD-DSDQ7RUDQRPRQ+RVSLWDO7RN\R-DSDQ.\RWR8QLYHUVLW\.\RWR
-DSDQ
%DFNJURXQG9HU\ODWHVWHQWWKURPERVLV67KDVEHHQUHSRUWHGDVDQDGYHUVHHYHQWXQLTXHWRGUXJ
HOXWLQJ VWHQWV 7KH DLP ZDV WR LQYHVWLJDWH GLIIHUHQWLDO PRUSKRORJLF FKDUDFWHULVWLFV RI VWHQWV DQG
XQGHUO\LQJDUWHULDOVWUXFWXUH LQSDWLHQWVZKRGHYHORSHGHDUO\ODWHRUYHU\ODWH67DIWHUVLUROLPXV
HOXWLQJVWHQW6(6LPSODQWDWLRQ
0HWKRGV:HDQDO\]HGSDWLHQWVZLWKGH¿QLWH67HDUO\67ODWH67YHU\ODWH67ZKR
XQGHUZHQW,986DWEDVHOLQHDQGRUHYHQWLQWKH5(67$57UHJLVWU\ZKLFKLVD-DSDQHVHQDWLRQZLGH
UHJLVWU\RISDWLHQWVZLWK67DIWHU6(6LPSODQWDWLRQ67ZDVLGHQWL¿HGXVLQJWKH$FDGHPLF5HVHDUFK
&RQVRUWLXPGH¿QLWLRQ
5HVXOWV%DVHOLQHFOLQLFDODQGSURFHGXUDOFKDUDFWHULVWLFVZHUHVLPLODUH[FHSWIRU\RXQJHUDJHDQGOHVV
UHQDOG\VIXQFWLRQDVVRFLDWHGZLWKYHU\ODWH670LQLPXPVWHQWDUHD06$PPZDVREVHUYHG
LQRIHDUO\RIODWHDQGRIYHU\ODWH67S 3RVWSURFHGXUDOLQFRPSOHWHVWHQW
DSSRVLWLRQZDVIUHTXHQWO\GHWHFWHGLQDOO67ZLWKQRVWDWLVWLFDOGLIIHUHQFHDPRQJWKHJURXSVHDUO\67
ODWH67YHU\ODWH67S $WWKHWLPHRI67KRZHYHUYHU\ODWH67VKRZHGD
VLJQL¿FDQWO\JUHDWHUYHVVHODUHDWKDQHDUO\DQGODWH67HDUO\67PPODWH67PP
YHU\ODWH67PPDW06$VLWHSGHVSLWHVLPLODUYHVVHODUHDVDWEDVHOLQH
PPPPPPS UHVSHFWLYHO\,QSDWLHQWVZLWKVHULDO,986YHVVHODUHD
LQFUHDVHIURPEDVHOLQHWRHYHQWZDVLQHDUO\LQODWHDQGLQYHU\ODWH67)LJXUH
&RQFOXVLRQV 1R EDVHOLQH VWHQW PRUSKRORJ\ GLIIHUHQWLDWHG WKH WLPLQJ RI WKURPERVLV DIWHU 6(6
LPSODQWDWLRQZLWKVXERSWLPDOVWHQWLQJIUHTXHQWO\REVHUYHGLQDOOWKURPERVLVJURXSV7KHVXEVWDQWLDO
GLIIHUHQFHLQDUWHULDOUHVSRQVHEHKLQGWKHVWHQWVXJJHVWVSDWKRSK\VLRORJLFPHFKDQLVPVRIYHU\ODWH67
WKDWDUHGLVWLQFWIURPHDUO\ODWH67
7&7
,PSDFWRI,QWUDYDVFXODU8OWUDVRXQG*XLGDQFHRQ<HDU&OLQLFDO2XWFRPHVLQ3DWLHQWV
7UHDWHGZLWK'UXJ(OXWLQJ6WHQWIRU%LIXUFDWLRQ/HVLRQV'DWDIURPD.RUHDQPXOWL
FHQWHUELIXUFDWLRQUHJLVWU\
-XQJ6XQ.LP0\HRQJ.L+RQJ<RXQJ*XN.R'RQJKRRQ&KRL-XQJ+DQ<RRQ6HXQJ
+\XFN&KRL-RR<RXQJ+DKQ+\HRQ&KHRO*ZRQ0\XQJ+R-HRQJ,Q:KDQ6HRQJ
+\R6RR.LP-RR<RXQJ<DQJ6HXQJ:RRQ5KD6HXQJ-HD7DKN.L%DH6HXQJ6HXQJ
-XQJ3DUN<DQJVRR-DQJ)RU&2%,6LQYHVWLJDWRUV
<RQVHL8QLYHUVLW\0HGLFDO&HQWHU6HRXO.RUHD5HSXEOLFRI:RQMX&KULVWLDQ+RVSLWDO
:RQMX.RUHD5HSXEOLFRI6DPVXQJ0HGLFDO&HQWHU6HRXO.RUHD5HSXEOLFRI&KRQQDP
1DWLRQDO8QLYHUVLW\&ROOHJHRI0HGLFLQH*ZDQJMX.RUHD5HSXEOLFRI&KXQJQDP1DWLRQDO
8QLYHUVLW\&ROOHJHRI0HGLFLQH'HDMHRQ.RUHD5HSXEOLFRI6HRXO1DWLRQDO8QLYHUVLW\
&ROOHJHRI0HGLFLQH6HRXO.RUHD5HSXEOLFRI1DWLRQ+HDOWK,QVXUDQFH&RUSRUDWLRQ,OVDQ
+RVSLWDO*R\DQJ.RUHD5HSXEOLFRI.RUHD8QLYHUVLW\&ROOHJHRI0HGLFLQH6HRXO.RUHD
5HSXEOLFRI$MRX8QLYHUVLW\&ROOHJHRI0HGLFLQH6XZRQ.RUHD5HSXEOLFRI&DWKROLF
8QLYHUVLW\&ROOHJHRI0HGLFLQH6HRXO.RUHD5HSXEOLFRI$VDQ0HGLFDO&HQWHU6HRXO
.RUHD5HSXEOLFRI
%DFNJURXQG$OWKRXJKLQWUDYDVFXODUXOWUDVRXQG,986KDVEHHQZLGHO\XVHGIRUFRPSOH[OHVLRQV
GXULQJ FRURQDU\ LQWHUYHQWLRQ ,986 IRU VWHQWLQJ DW ELIXUFDWLRQ OHVLRQV KDV QRW EHHQ VXI¿FLHQWO\
DVVHVVHG7KHDLPRIWKLVVWXG\ZDVWRLQYHVWLJDWHWKHLPSDFWRI,986JXLGDQFHRQ\HDUFOLQLFDO
RXWFRPHVGXULQJGUXJHOXWLQJVWHQW'(6LPSODQWDWLRQIRUELIXUFDWLRQOHVLRQV
0HWKRGV7KH.RUHDQPXOWLFHQWHUELIXUFDWLRQUHJLVWU\OLVWHGSDWLHQWVZLWKQRQOHIWPDLQGHQRYR
ELIXUFDWLRQOHVLRQVZKRXQGHUZHQW'(6LPSODQWDWLRQEHWZHHQ-DQXDU\DQG-XQH8VLQJ
SURSHQVLW\VFRUHPDWFKLQJZLWKFOLQLFDODQGDQJLRJUDSKLFFKDUDFWHULVWLFVSDWLHQWVZLWK,986
JXLGDQFHDQGSDWLHQWVZLWKDQJLRJUDSK\JXLGDQFHZHUHVHOHFWHG7KH\HDUFOLQLFDORXWFRPHV
ZHUHFRPSDUHGEHWZHHQWKHWZRJURXSV
5HVXOWV %DVHOLQH FOLQLFDO DQG DQJLRJUDSKLF FKDUDFWHULVWLFV ZHUH ZHOO PDWFKHG DQG VKRZHG QR
VLJQL¿FDQWGLIIHUHQFHVEHWZHHQ WKH WZRJURXSV7ZRVWHQWV WHFKQLTXHDQG¿QDONLVVLQJEDOORRQLQJ
DQJLRSODVW\ZHUHPRUHIUHTXHQWO\SHUIRUPHGLQWKH,986JXLGHGJURXS0D[LPDOVWHQWGLDPHWHUVDW
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